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David ~~, &?2%09&w*
-ager Qualiw Ai3s~ce :,

and Regulatoq Affairs .-
P@zmavite Corporation

.P-c).Box 9606 .’- -. :..154S1 San Fernando Mission BouZe~d -. .
TMission HiUs, Cdifotia g1346-9606 .

Re: ...Nutritional Sup~rt Statem~t Notification’ .’

Dear Mr. IwOpp:

Thiq @cl&owledges receipt on August 4, 1995, of your letter,
dated August 3, 199S, notif~g the Food and Drug
Administration (FDA) that the dieta~ supplement pr~uct~ .
Evening Primrose Oil, is being marketed with a statemat of
nutritional suppoti on its label or in its labeltig.

Pursuant to section 403(r)(6) of the Federal Food. Drug, and
Cosmetic Act (the act), a manufacturer must notify FDA no .
Iater than 30 days after the first marketing of a tietq
supplement product that bears a ntitritioti suppo~ statemmt
on,its I*el or in its la&ltig.

Pursu-t to the act, amanufacttier of such a prduct must have substantiation that
the nutrition~ suppoti statement is tmthful and not
misleading. In addition, the nutritional sup~ti statem~t
MUst include, p~tiatlydiqzay~ and in bold face t~~ ~
the fol~owtig: ‘This stat-t has not been evaluted by the
Food and Drug Administ=tion.

~s product is not intendedto diagnose, treat, cure, or prev=t any disease.*

.
No action on the part of FDA is required before a
manufactw= can market a dietary supplmmt product ~aring
a xmtritio~ suppo~ statement on its label or in its
kbeling. While the act requires that certati information
appe= on the label of a dietary supplemat in conjwction
with such statem=ts, FDA does not app~e tha.

This-letterserves only to acknowledge the receipt by FDA of your
notification.
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